SANOFI .7

TEJI3AII, 80 MT', 30 TABJIETOK (POCCHHA )
Cepruduxar ananusa

Homep cepun: 9LB07710
Kon npoayxra: 680882
JHata npousBoAcTEa; 31.10.2019
JlaTa OKOH4YAHHA CPOKa FORHOCTH: 09.2021
Jlata nmpoBeACHHA aHaNH3a: 15.11.2019
Pa3smep cepuu: 324.000 kr
Kon-Bo ynakosox: 22325 ynak.
Homep Perncrtpausionsoro
YAOCTOBEPEHHA: JIN-003545
Haumenopanne ADH /Anpec
npoussoacTBa AOH: TEJIMUCAPTAH / Nasxenas ,I'ynkapat ,Uuans-389 350
HaumeHnosanue noctasuuka ADHU:
AJIEMBHUK
Axanus Cneunduxauns Pesynbrtar Cratyc
Onucanue (Buewnuii Bun) [pononrosateie, ABOAKOBLIMYKIbie TabneTku oT nouTH Genoro 1o |[pononrosateie, ABORKOBEIMTY KiIbIE CooteeTtcrayeT
JKENTOBATOro LBETA C FPaBHPOBKOH «80» Ha onHON cTOpOHE. Tabnetku ot nourtn Genoro a0
KEATOBATOrO LBETA C IPaBRPOBKOH
«80» Ha OAHOI cTOpOHE.
Moanunocts (BIXKX) Moanunnocts (BIXXX).Bpems yaep:kusaHns ocHOBHOro nuka Ha | [lonoxutensHo CooTserctByer
XpOMaTorpaMMe HCTIBITYEMOro pacTBOpa, NPHIOTOBIEHHOTO NS
KOJIMYECTBEHHOTO OTNPEAENEHHS, JOMKHO COOTBETCTBOBATD
BPEMEHH YACPKHBAHHA OCHOBHOTO NHKA HA XpOMAaTOrpamme
CTaHAAPTHOTO pacTBOpa TENIMHCAPTaHa.
Moanuunocte BIKX /YD- BIXX /Y®-cnektpodotomeTpus YP-cnektp ocHOBHOTO nuka Ha | [losoxuTensHo CooTserctByer
cnextpodoTOMETpHS XPOMaTOrpaMMe HCITbITYEMOro PacTBopa, NPHIOTOBIEHHOTO AN
KOJIHYECTBEHHOTO ONpEACNEHHA, ROMKEH COOTBETCTBOBATL YD-
CMEKTPY MHKA TEJIMHUCAPTAHa Ha XPOMATOrpaMMe CTaHAAPTHOrO
pacTBsopa.
Cpeanns Macca Tabnetok 0,466 - 0,494 r. 0, 480 CooTseTcTByeT
(EBp. ®apM. nnu I'd PO)
PactBopenue He menee 75 % (Q) ot 3asBnenHoro konvuectsa yepes 30 MuH 103 CooteeTtcTByeT
(Esp. ®apm. nnu I'® PO, YO-
cnextpodoTomMeTpHa)
PoncrsenuHbie npumect (BIXKX)
Ennnnunas uaentnduumnposannas |He Gonee 0,2 %; H/O
npHUMech
EnnHnunas He Gonee 0,2 %, 0,05 Coozgercrayer
HEHIEHTH(HLPOBAHHAA NPHMECH
Cymma npumeceti He Gonee 0,5 %. 0,05
OcraTtouHble opraHHyeckne OtaHon — He Gonee 20000 ppm 12062 Cooteercrryer
pacteoputenu (I'X)
Mukpo6Honoru4eckas 4ucToTa:
O61wee konH4ecTBO a3po6HBIX He 6onee 1000 KOE/r <5
Mukpoopraunimos (TAMC) Coor ——,
O6ee konuuecTo apoxokessix U | He Gonee 100 KOE/r <5 4
nnecHeBbix rpu6os (TYMC)
Escherichia coli OTCYTCTBHEB I T OTCYTCTBHE
OaHOpPOAHOCTH 103HPOBAHHS AV<=15 6,3 Cootsercrayer
(F® PO unu Epp. Gapm.)
KonunuectsenHoe onpenenetue 76,0-84,0 mr/Tabn. 794 CooteercTByeT
(BIXX)
YnakoBka H MapKHpOBKa Io 10 Tabnetok B 6nucrepe uz OITA/Ano/TIBX/Amo. Ilo 3, 6 unu|CooTseTcTBYET CooTtBetcTayer

9 6nncTepoB NOMeWEHbl B flAYKy KAPTOHHYIO BMECTE C
HHCTpYKLMeEH N0 NPHMEHEHHIO.

Z10ChE), 3aperucTpHpoBaHHOH B Poccuiickoii deaepaunn B HaCTOALNI MOMEHT, 10 MEPEYHCAEHHBIM NOKA3ATENAM KAUECTBa. (&

HacTosunm noATeepikaacTcs, YTO cepus cOOTBETCTBYET TpeGoBanuam Pasnenos «Ynakoska» u «Mapkuposka» Hopmathegt

3aperucTpuposaHHoii 8 Poccuiickoit Geaepauny B HaCTOALKH MOMEHT.
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TELZAP 80 MG 30 TABLET (RU)
CERTIFICATE OF ANALYSIS

Batch Number 9LBO7710
GMID 680882
Manufacturing Date 31.10.2019
Expiry Date 09.2021
Analysis Date 15.11.2019
Batch Size 324.000 KG
Shipped Quantity 22325 PAC
Murket Authorization Number LP-003545
APl Name/Address of f ing site Tet JAPLUNIT-1 PANELAV,Gujarat State,India-389 350
API Supplier Name Alembic
Analysis | Specification Results Conforms
: L Elongated, biconvex tablets, from almost white to
Description (Visual inspection) lElonEale:l. biconsx tablets, rom almost white to yellowish in color, embossed yellowish in color, embossed with *80" on one Conforms
with “80" on one side side
Identity HPLC Retention time of the main peak in the chromatogram of the test
dentity (HPLC) solution prepared for the assay should correspond to the retention time of the s
. N o cnbgd Positive
main peak in the ch gram of tel Conforms
HPLCAUV sp ph y UV sp of the main peak in the
Identity h gram of the test solution prepared for the assay should correspond to the bositive Conforms
(HPLC/UYV spectrophotometry) UV spectrum of the main peak in the ch of telmi dard ontorm
Average mass of a tablet (Ph.Eur. or PhRU)  {0.466-0494 ¢ 0.480 Conforms
Dissolution (Ph.Eur. or PRU), UV Not less than 75 % (Q) of the declared content in 30 min 103 Conforms
spectrophotometry
Related Sunstances (HPLC) N.D
Any Individual identified impurity Nol more than 0.2 % o 65 Conf
Any individual unidentified impurity Not more than 0.2 % 0'05 nloms
Total impurities Not more than 0.5 % )
Residual orgaaic solvents
- 32
(Gas liguid chromatography) Ethanol-Not more than 20000 ppm 062 Conforms
Microbiological purity (Pb.Eur. or PARU)
TAMC Not more than 1000 CFU/g <5
TYMC Not more than 100 CFU/g <$§ Conforms
E.Coli Absent/l g Absent
Coatent Uniformity (Ph.Eur. or PhRU) AV=I15.0 6.3 Conforms
'y (HPLC) 76.0-84.0 mg 94 Conforms
; 10 tablets per a blister made from Opa/AlwPVC/Alu. 3, 6 or 9 blisters along with
Packaging and Labelling the package insert in a cardboard bos. Confonns Conforms

Itis confirms that current batch of (TELZAP 80 MG 30 TABLET) meets the requirements of the Nomative Docuinent (a5 a past of Regul. y dossier) ly reg d in Russian Fed
parameters,
Tvis hereby certified that batch meets the requirements of Sections Packaging and Labelting of N eD curvently reg din R Fed
Release Date 20.11.2019 M;
Signature/Date 27.11.20)9
Printed Name Melek Iyk 23449 Arzo Géndemir 231 ‘\Ql Emir Kenar
Title Qualificd Pérson (QA) Senior Speciatist of QC (Compli and Toll Projects) Speclalist of QC (Cokif
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on the listed quality






